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2)36 mm Ceramic Femoral Head, Delta: S pecial 5 10 (K) 510(k) Summary

510(k) Summary of Safety and Effectiveness

Submitted by: United Orthopedic Corporation

Address: No 57, Park Ave 2, Science Park, Hsinchu 3 00, Taiwan

Phone Number: +886-3-5773351 ext. 212

Fax Number: +886-3-577156

Date of Summary: August 25, 2011

Contact Person Fang-Yuan Ho

Regulation and Document Management

Proprietary Name: 36 mm Ceramic Femoral Head, Delta

Common Name: Semi-constrained total hip prostheses

Device Classification Hip joint metal/ceramic/polymer semi-constrained cemented

Name and Reference: or nonporous uncemented prosthesis under 21CFR 888.3353

This falls under the Orthopedics panel.

Device Class Class 11

Panel Code Orthopaedics Device

Device Product Code: LZO, MEH, LPH

Predicate Device: 1 . "UNITED" Ceramic Femoral Head, manufactured by

United Orthopedic Corporation, K103497, cleared March

04, 2011

2. Smith & Nephew BIOLOX®& Delta Ceramic Femoral

Heads (K083762, K1004 12)

3. BIOMET BIOLOX® Delta Ceramic Heads (K042091,

K061312, K05141 1)

Device Description:

"UNITED" 36 mm Ceramic Femoral Head - Delta is an additional size extension to the
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previously cleared "UNITED" Ceramic Femoral Head (K103497). The materials,

design, safety and effectiveness of this subject are identical to the previously cleared

Ceramic Femoral Head - Delta Components (available in sizes 28 mm and 32 mm),

except for its larger diameter (available in sizes 36 mm). 36 rum Ceramic Femoral

Head - Delta manufactured from zirconia-toughened alumina ceramic is available

in -3, +1, +5 and +9 mm of neck length. This device is intended to articulate against

XPE cup liners (K1 11546) and can be used in conjunction with U2 Acetabular Cups

and U2 Hip Stem made of titanium. U2 Acetabular Cups include U2 HAMT Plasma

Spray Cup (K050262), U2 Ti Plasma Spray Cup (K050262) and U2 Ti Porous Cup

(K1 11546), while U2 Hip Stem include HAMT Plasma Spray Stem (K003237), Ti

Porous Coated Stem (K003237), Ti Plasma Spray Revision Stem (K062978), Ti

Press-fit Stem (K 111546) and UTF Stem (K 110245). The size extension does not affect

the intended use of the device or alter the fundamental scientific technology of the

device.

Intended Use

"UNITED' 36 inrn Ceramic Femoral Head - Delta is indicated for use in total hip

arthroplasty for the following conditions: painful, disabling joint disease of the hip

resulting from: degenerative arthritis, rheumatoid arthritis, post-traumatic arthritis or

late stage avascular necrosis; correction of functional deformity; treatment of

non-union, femoral neck fracture, and trochanteric fractures of the proximal femur

with head involvement, unmanageable by other techniques; revision procedures where

other treatment or devices have failed arthroplasty or other procedure.

Basis for Substantial Equivalence:

The safety and effectiveness of 36 mat Ceramic Femoral Head - Delta are substantially
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equivalent to the previously cleared Ceramic Femoral Head (K103497), except for an

extension in the size distribution. The modifications do not change the intended use or

fundamental scientific technology. In addition,,the subject device is also substantial

equivalence to the Smith & Nephew BIOLOXO Delta Ceramic Femoral Heads

(K083762, K100412) and BIOMET BIOLOX®) Delta Ceramic Heads (K042091,

K0613 12, K05 141 1).

Performance Data:

This 5 10(k) was prepared in accordance with "Guidance Document for the Preparation

of Premarket Notifications for Ceramic Ball Hip Systems". Burst test, fatigue test,

burst test for post-fatigue, rotational resistance test and pull-off test. completed as part

of the design assurance process demonstrated that this device is safe and effective and

is substantially equivalent to the predicate device.
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DEPARTMENT OF HEALTH & HUMAN SERVICES iilc[cr c'c

United O1thop)Cdic Cori)oratioii

,/o Flii -Y na nl Ho

Re n'tiI atoi rv A [Ta ils Ni a ii ac
57 park Ave. 2I Sience Park
I-lsinichu; Clhiina (Taiwanl) 300

R e: KI 112463
Tradle/Device Name: 36mm Ceramic Femora I-ead, Delta
Rculation Number: 21 CER 888.3353
Rerrulation Name: ip joint metal/cerarmc/ p)oIlmer s emi-conIstrainedC cemented or

non pore tiLi r-1Ilce d p-othes is
Rca 1LIIate ry C1lss: Class 11
Producit Cede: LW.-0 N,117l-i, 1,11I-1
Dated:hAuctIISt 16. 2011
Received: AULSL 26, 20 11

Dearl 2 n Fal- Yuanl 1-I0:

We have reViU\~ ewecl tY Section 510O(k) preiiarket notification of intent to market the device
re fereniced abovye and have determuined thle device is Sstiati ally equLivalent (feor the inrd icatieois
for use sta1ted ill the ecll~osure) to leg1alk15 marketed pied icate devices marketed inl interstate
commlerce prior to Ni ay' 28. I 976, the enactmient date oF the M~edical Device A mend merits, or to
devices that have been reclassified in accordance with the provisions of the Fedleral Food, Drug.
and Cosnietic Act (Act) tiat do riot require approval of a lpremarket approval application (PMNA).
You mlay. therefore. m~arket the device- Suibject to the general controls provisions oF the Act. Thie
-erieral controls provi sioens of the Act i nelnide requi-rments for annual registration, Ii sti iw of'
devices, coedl mainafacturil ri ractice, labelii, and prolibitions against rmisbrandinrg arid
adlter-ati cii. P lease note: CDRI-I does not evaluate in Forriatiori related to contract liability
wairarities. We rerin rd you, however. that, device label im rig must be truthful arid riot miii sleadinrg.

IF VoLI device is classifiedl (see above) into either class 11 (Special Controls) or class Ill (PMvA), it
iiay be subject to additional controls. Existing, major regulations affecting your' device can be
found inl the Code oF Federcal Reg-ulations. Title 2 1, P arts 800 to 898. Inl add ition, FIDA may
p)ublish fnrrther anl no uncemerits concerning your device in the Federal Reuister.

Please be advised that FDA's issuiance of a substantial edltlivalenice deterrinration does riot mecan
that FDA Ias miiade a dieterm ination that your device complies with other reqtuirements of the Act
or anyv Federal statultes and I C." I ations adminlistered by other Federial ageiici es. You 111tist
coniplv wvithi all tlie Act's reqri remuerits. inlu-ding.' but riot limlited to: reg'iStratioii anld listing (2 1
C F E Part11 807); Ia be in (2 1 ClZ Part 801 I);mli cal device re 1)0 tillg (repo rb ig of Frued en I
device-related aIdverse events) (2 I CUR 803); goodI rnliL~trftLrrirw0 pralcticeeqt 1Ci renullits asse
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forth 1 inl tile quality svstems (QS) regulation (21 CU-R Part 820); and if applicable, the electronic
prodctLC1 radiationl Control provisions (Sections 53)1-542 of the Act); 21 CU-R 1000-1050.

H I t iI sirespcilhe advice for \,Our] deCviceo Otir LI uall la'tCUtion (2 1 CUR Part. 801), ple~ase
go to lit/ww fda. Lr0 ov/Abo Lit U DA/Ccnter sO I11 ees/C 1) RI-I/CD1 R.I-l0 0111 Ces/IC Ill I1I5809Jm F tno
thle Center for Devices and Radiological I-IcalI's (CDRI-I's) Ofiice of Compliance. Also, please
note the rcatiaonl entitled- "NMis bianding by reference to lpriciriaket notification'' (2 1 CUR.I' Paurt
807.97). For qiuestions regardinrg the reporting of ad verse events under thie N ID R regal ad on (2 1
CUR Part 803); please go to

h tt p//ww.fda c v//Iccl ca Dvics/ a et i eportaP ob crcl fa I. htmfor the CDI-I's 0 F1 cc
01<S lti eillncC and 13iome)tri es/Div is ion of Postmarket SU tirveiIace.

YOU timay obtain other crenera i in formation onl your responsibilities underCI thie Act From the
Division of Siriall M\,anufacturerls. In[trnationlal anid Consumer Assistance at its toll-free numberm
(800) 638-2041 or (30 I) 796-7 100 or at its Internet address
h1 [to://%v\vww. fda. aov/N'Ied i Cal DeviCcs/Resour-ces Iof uIndsr/efal.hm

M/ark N. Nlkersoni
Director
Division of Surgical, Orthopedic

and Restorative Devices
Office of Device Evlulation
Center for IDevices and

Radiological HeIalth

Enclosure



Indication for Use

510 (k) Number (if known): < v~

Device Name: 36 mm Ceramic Femoral Head. Delta

Indications for Use:

This device is indicated for use in total hip arthroplasty for the following conditions:

painful, disabling joint disease of the hip resulting from: degenerative arthritis,

rheumatoid arthritis, post-traumatic arthritis or late stage avascular necrosis; correction

of functional deformity; treatment of non-union, femoral neck fracture, and

trochanteric fractures of the proximal femur with head involvement, unmanageable by

other techniques; revision procedures where other treatment or devices have failed

arthroplasty or other procedure.

Prescription Use x AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence ofOffice of Device Evaluation (ODE)
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(Division Sign-Onf)
Division of Surgical, Orthopedic,
and Restorative Devices

5I10(k) Number LJ291,X


